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Food and Drug Administration, HHS § 14.31 

(b) An interested person who wishes 
to be assured of the right to make an 
oral presentation at a meeting shall in-
form the executive secretary or other 
designated agency employee, orally or 
in writing, before the meeting. 

(1) The person shall state the general 
nature of the presentation and the ap-
proximate time desired. Whenever pos-
sible, all written information to be dis-
cussed by that person at the meeting 
should be furnished in advance to the 
executive secretary or other designated 
agency employee. This material may 
be distributed or mailed by FDA to the 
committee members in advance of the 
meeting if time permits, and otherwise 
will be distributed to the members 
when they arrive for the meeting. The 
mailing or distribution may be under-
taken only by FDA unless FDA grants 
permission to a person to mail or dis-
tribute the material 

(2) Before the meeting, the executive 
secretary or other designated agency 
employee shall determine the amount 
of time allocated to each person for 
oral presentation and the time that the 
presentation is to begin. Each person 
will be so informed in writing, if time 
permits, or by telephone. FDA may re-
quire persons with common interests 
to make joint presentations. 

(c) The chairman of the committee 
shall preside at the meeting in accord-
ance with § 14.30 and be accompanied by 
other committee members, who serve 
as a panel in conducting the hearing 
portion of the meeting. 

(d) Each person may use the allotted 
time as desired, consistent with an or-
derly hearing. A person may be accom-
panied by additional persons, and may 
present any written information or 
views for inclusion in the record of the 
hearing, subject to the requirements of 
§ 14.35(c). 

(e) If a person is absent at the time 
specified for that person’s presen-
tation, the persons following will ap-
pear in order. An attempt will be made 
to hear the person at the conclusion of 
the hearing. Interested persons attend-
ing the hearing who did not request an 
opportunity to make an oral presen-
tation may be given an opportunity to 
do so at the discretion of the chairman. 

(f) The chairman and other members 
may question a person concerning that 

person’s presentation. No other person, 
however, may question the person. The 
chairman may allot additional time 
when it is in the public interest, but 
may not reduce the time allotted with-
out consent of the person. 

(g) Participants may question a com-
mittee member only with that mem-
ber’s permission and only about mat-
ters before the committee. 

(h) The hearing is informal, and the 
rules of evidence do not apply. No mo-
tions or objections relating to the ad-
missibility of information and views 
may be made or considered, but other 
participants may comment upon or 
rebut matters presented. No partici-
pant may interrrupt the presentation 
of another participant. 

§ 14.30 Chairman of an advisory com-
mittee. 

(a) The advisory committee chair-
man has the authority to conduct hear-
ings and meetings, including the au-
thority to adjourn a hearing or meet-
ing if the chairman determines that ad-
journment is in the public interest, to 
discontinue discussion of a matter, to 
conclude the open portion of a meeting, 
or to take any other action to further 
a fair and expeditious hearing or meet-
ing. 

(b) If the chairman is not a full-time 
employee of FDA, the executive sec-
retary or other designated agency em-
ployee, or alternate, is to be the des-
ignated Federal employee who is as-
signed to the advisory committee. The 
designated Federal employee is also 
authorized to adjourn a hearing or 
meeting if the employee determines ad-
journment to be in the public interest. 

§ 14.31 Consultation by an advisory 
committee with other persons. 

(a) A committee may confer with any 
person who may have information or 
views relevant to any matter pending 
before the committee. 

(b) An interested person may submit 
to the committee a written request 
that it confer with specific persons 
about any matter pending before the 
committee. The request is to contain 
adequate justification. The committee 
may, in its discretion, grant the re-
quest. 
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